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REMARKS 

Reconsideration and continuing examination of the 
above- identified application is respectfully requested in view 
of the amendments above and the discussion that follows. 

Claims 1, 18, 48, 55, 61, 62 and 64 have been 
amended. Claims 54, 56-59 have been cancelled. Claims 65, 66 
and 67 have been added. Claims 1, 18, 28, 32-34, 48-51, 55, 
60-62 and 64-67 are in the case and are before the Examiner. 
Withdrawal of several previous bases for rejection is noted 
with appreciation. 

A. The Amendments 

Each of the previously pending independent claims 
(1, 18, 4 8 and 64) has been amended pursuant to the Examiner's 
helpful suggestion by referring to a "composition" rather than 
a "vaccine" and by the recitation of "one of" in relation to 
possible substitutions in the sequences 1-6. The word "are" 
has been added to claims 61 and 62, again as suggested by the 
Examiner. Claim 64 has been amended to recite that the 
adjuvant is comprised of a 2- [ (R) -3-tetra- 

de canoy 1 oxy t e t r adec anoy 1 - ami no ] - e t hy 1 - 2 - de oxy - 4 - 0 - pho sphono - 3 - 
0- [ (R) -3-tetradecanoyloxytetra-decanoyl] -2- [ (R) -3-tetra- 
decanoyloxytetradecanoyl -amino] -p-D-glucopyranoside 
triethylammonium salt, and that the presence of a TLR-9 
agonist is optional. Support for those amendments can be 
found at least at page 98. 

New claims 65 and 66 are supported at least by prior 
claims 59 and 60. 
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New claim 67 is a directed to a particularly- 
preferred embodiment using the basic framework of claim 18. 
In addition to that support, the recitations of claim 67 are 
further supported at least by the disclosures of at least 
pages 96-101 or paragraphs [0280-0292] of the published 
application (20040156863) for the "oil-in-water" diluent 
emulsion. The disclosures at page 68 for the sequence 
including HBc residues 2 through 149. The disclosures at page 
41 for Domain I including the residues of positions 2 through 
position 75 of HBc. The recitations at page 42 both for all 
of the residues between HBc positions 76 through 85 being 
present and the presence of a single chemically non-reactive 
heterologous residue bonded to those residues. The 
disclosures of page 68 for the presence of fourteen HBc 
residues bonded to residue position 136 and pages 43-44 for 
there being a single C-terminal cysteine residue. This claim 
also recites the preference of page 72 that the cysteine 
residues at positions 48 and 107 be replaced and that of 
position 61 being present. 

It is thus seen that no new matter has been added. 

B. Rejections Under 3 5 USC §112 
1 . Second Paragraph 

Claims 54-60 were rejected Under 35 USC §112, second 
paragraph, as allegedly being indefinite for what appears to 
be double inclusion of a limitation. It is believed that 
cancellation of claims 54, 56 and 58 and amending the 
dependency of claims 55, 57 and 59 as helpfully suggested in 
the Action has made this rejection moot. 
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2 . First Paragraph 
Claims 1, 18, 28, 32-34, 48, 51, 54-62 and 64 were 
rejected under the First Paragraph of Section 112 as allegedly- 
lacking enablement. Although the basis for the present and 
prior rejections cannot be agreed with, the claims have been 
amended to speed prosecution by reciting a "composition" 
rather than a "vaccine", pursuant to the Examiner's helpful 
suggestion. It is therefore believed that this basis for 
rejection is moot. 

C. Rejections Under 35 USC §103 

Withdrawal of the prior rejections of claims 1, 18, 
28 and 32-35 as allegedly being obvious over the disclosures 
of Page et al . (WO 01/98333); Claims 1, 18, 28, and 32-34 as 
allegedly obvious from the teachings of Thoma (WO 92/11368) in 
view of Birkett (6,942,866) and Pumpens {Intervirol . 38:63- 
74) ; Claims 48-51 that were said to be obvious in view of the 
teachings of Thoma in view of Birkett and Pumpens as above, 
and further in view of Johnson is noted with appreciation. 

Claims 48-51 and 54-60 were previously rejected as 
allegedly obvious from the teachings of Page (WO 01/98333) in 
view of Johnson et al . (US Patent No. 6,303,347) . The prior 
amendment of those claims to recite the formulation of the 
immunogenic HBc particles in the RC-52 9 emulsion caused the 
rejection to be withdrawn. However, because of the rewriting 
together of claims 48 and 63 as new claim 64, the rejection 
has been reasserted here. 

It is respectfully submitted that the combined 
teachings neither teach nor suggest the subject matter recited 
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in amended claim 64 nor new claim 67. More specifically, as 
noted before, Page teaches nothing about adding one or more 
residues to the immunogenic loop to lessen antigenicity toward 
anything, much less the native HBc particles. That lessening 
of antigenicity is also not coupled with use of the particles 
in an emulsion, nor is it taught or suggested that such a use 
would provide an enhanced T cell response after immunization 
as was shown in Dr. Thornton's previously filed Declaration. 
It is therefore submitted that this rejection should be 
withdrawn. 

D. Additional Information That May Be Material 
In view of the holding in McKesson Information 

Solutions, Inv. V. Bridge Medical, Inc. (Fed. Cir. May 18, 
2007; 06-1517), enclosed herewith are copies of Actions from 
other applications relating to recombinant hepatitis B core 
particles and their use that might be deemed material to the 
prosecution of the present application. The enclosed Actions 
are from Application Serial No. 09/930,915, its divisional 
applications Serial No. 10/805,913 and Serial NO. 10/806,006, 
as well as application Serial No. 10/732,86^2. These Actions 
are also noted on enclosed Form PTO/SB/08B. 

E . Summary 

Claims 1, 18, 48, 55, 61, 62 and 64 have been 
amended, and claims 65, 66 and 67 added. Claims 54, and 56-59 
have been cancelled. Each basis for objection or rejection 
has been dealt with and overcome or otherwise made moot . 
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It is therefore believed that this application is in 



condition for allowance of all of the pending claims. An 
early notice to that effect is earnestly solicited. 



A check in the amount of $XXX is enclosed for the 



added independent claim. It is believed no further claim fee 
or any other further fee or petition is believed to be 
necessary. However, should any further fee be needed, please 
charge our Deposit Account No. 23-0920, and deem this paper to 
be the required petition. This paper is being filed in 
duplicate . 



The Examiner is requested to phone the undersigned 



should any questions arise that can be dealt with over the 
phone to expedite this prosecution. 



WELSH Sc KATZ, LTD. 

120 South Riverside Plaza, 22nd Floor 
Chicago, Illinois 60606 
Phone (312) 655-1500 
Fax No. (312) 655-1501 



Enclosure 

Independent claim fee 
Form PTO/SB/08B 



Respectfully submitted 




Edward P. Gamson, Reg. No. 29,381 



Actions 
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